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DETAILED ACTION 

CONTINUED EXAMINATION UNDER 37 CFR 1.114 AFTER FINAL REJECTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1 .1 14. Applicant's submission filed on 
05/24/05 has been entered. 

ACKNOWLEDGMENT OF AMENDMENT, REMARKS, IDS AND STATUS OF THE 
CLAIMS 

2. The amendment, remarks filed 05/24/05 and information disclosure statement 
(IDS) and Form PTO-1449 filed 01/06/05 and 06/03/05 are acknowledged, entered and 
.considered. In view of Applicant's request claims 53-58 have been added. Claims 38- 
58 are now pending in the application. The rejection under 35 U.S.C. 112, first 
paragraph is maintained for the reasons of record. 

ARGUMENTS ARE NOT PERSUASIVE 

CLAIMS REJECTION-35 U.S.C. 112 1st PARAGRAPH. 

3. Claims 38-52 and newly submitted claims 53 and 54 remain rejected under 35 
U.S.C. 112, first paragraph, because the specification, while being enabling for 
employing peptides comprising one or more monomeric peptides that bind to 
erythropoietin (EPO) receptor and use of said peptides in designing, synthesizing and 
testing of biological activity toward the EPO receptor in vitro, does not reasonably 
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provide a method for treating a patient having a condition mediated by neurotoxicity, 
neurodegeneration or neurological damage by administering to said patient (which 
include humans) therapeutically effective amount of the specific compounds in the 
manner claimed in claims 38-51, to a method of promoting neurite outgrowth in a patient 
having a condition mediated by neurotoxicity, neurodegeneration or neurological 
damage by administering to said patient effective amount of the specific compounds as 
claimed in claim 52, and to a method for promoting neurite outgrowth in a patient by 
administering to said patient an effective amount of the specific compounds as claimed 
in claim 53 and 54. The specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the 
invention commensurate in scope with these claims. 

Applicant's arguments filed 05/24/05 have been fully considered but they are not 
persuasive. Applicant has argued that 1 ) the Examiner has not provided a reasonable 
explanation as to why the scope of protection provided by a claim is not adequately 
enabled by the disclosure; 2) that the legal standard imposed by 35 U.S.C. 112, first 
paragraph has been met because Applicant describes the compounds and methods of 
making and using them in sufficient detail to allow, one of ordinary skill in the art to make 
and use the compounds for the claimed methods. Thus, Applicant through sufficient 
information, detailed objective guidance and examples teaches the manner and process 
of making and using the invention in terms commensurate in scope with the claims; 3) 
the claims in questions (i.e., claims 38-54) are enabled; 4) Applicant further states that 
the Office action provides no reason to believe that the skilled practitioner, after reading 
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the present application, and in particular, the data demonstrating that the disclosed EPO 
mimetics stimulate neurite outgrowth, would have any trouble (1) believing that the EPO 
mimetics, like EPO, possess neuroprotective activity and (2) adapting protocols used for 
treatment with EPO for use with the EPO mimetics. As provided on page 23 of the 
Gene reference (Gene et al Brain Research, 2000 19-31), multiple models of nervous 
system injury in animals have been used in combination with EPO. These models 
easily and routinely be adapted for use with the disclosed EPO mimetics, and cites In re 
Brana, 51 F.3d 1560, 1567-68 Ted. Cir. 1995); In re Fouche, 169 USPQ 429, 434 
(CCPA 1971); 5) Applicant acknowledges that the references filed 08/11/04 as Exhibits 
A and B were provided to demonstrate the nexus between EPO and the treatment of 
conditions mediated by neurotoxicity, neurodegeneration, or neurological damage; and 
6) Applicant concludes by stating that taken as a whole, it is seen that the supporting 
disclosure is commensurate in scope with the methods as claimed, and as such, there 
is insufficient evidence to support the rejection as set forth in the Official Action, that one 
having ordinary skill in the art could practice the claimed invention without undue 
experimentation, and that the requirements of the first paragraph of 35 U.S.C. 112 have 
been met is unpersuasive. 

Contrary to Applicant's arguments as discussed in the previous Office action of 
04/29/04, the Examiner has shown that the specification provides evidence that the 
recited EPO mimetic peptides stimulate neurite outgrowth in cell culture and that EPO 
has neuroprotective activity; however, for the reasons discussed previously, the 
peptides cannot be expected to be useful at promoting neurite outgrowth in a patient or 
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treating a patient having a condition that can benefit from neurite outgrowth such as 
conditions mediated by neurotoxicity, neurodegeneration, or neurological damage in the 
manner claimed in the instant invnetion. 

In regard to Applicant's assertion that Applicant has provided data in the 
specification demonstrating the nexus between EPO and/or EPO mimetics and 
treatment of the recited conditions and cited for example, Cerami et al. Nephrol Dial 
Transplant 2002; 17 Suppl 1:8-12 (enclosed as Exhibit A) and Gene et al., Brain 
Research, 2000 19-31 (enclosed as Exhibit B) to support the nexus between EPO and 
the treatment condition claimed is unpersuasive. Contrary to Applicant's assertion, the 
cited references by Applicant (i.e., Exhibits A and B) do not teach or disclose the 
claimed method of treating a patient having a condition mediated by neurotoxicity, 
neurodegeneration or neurological damage by administering to said patient (particularly 
human) a therapeutically effective amount of a peptide comprising one or more ( 
monomeric peptides claimed. Further, as discussed in the previous Office action, the 
prior art clearly show the unpredictable nature and the complexity of the art in regard to 
treatment and/or promotion of neurite outgrowth of CNS disorders which include 
Alzheimer's disease, Parkinson's disease, Down's syndrome, Huntington's disease, etc. 
Therefore, considering the nature of the treatment and/or promotion of neurite 
outgrowth of CNS disorders and/or diseases by administering a therapeutically effective 
amount of the peptide claimed and the limited success achieved; one skilled in the art 
would not accept the instantly claimed invention as obviously valid and correct without 
demonstration of working example(s) or evidence or data for the following reasons: 
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In view of the fact that animals and humans are out bred, in view of the lack of 
disclosure of suitable animal models for a method of treating and promoting neurite 
outgrowth of CNS disorders or conditions or diseases, in view of the recognized 
problems in the art regarding effective treatment of diseases affecting the nervous 
systems (neuropathologies) and in view of the fact that it is difficult to regenerate the 
neurons in the living body; a reasonable doubt exists as to the enablement of the 
claimed method of treating a patient having a condition mediated by neurotoxicity, 
neurodegeneration or neurological damage by administering to said patient (particularly 
human) a therapeutically effective amount of a peptide comprising one or more 
monomeric peptides claimed. Thus, the claims are based on pure speculation that the 
method would be effective since Applicant has not established any nexus between an 
effective amount of the claimed peptides and its use in the manner claimed. 

Therefore, in view of the above, and in view of the fact that there is no 
enablement in the instant specification for methods of treating and promoting neurite 
outgrowth diseases of the nervous system by administration of composition having the 
neurological therapeutic activity of EPO; Applicant should present some data or 
evidence to establish the successful use of a method for treating and promoting neurite 
outgrowth in a patient having a condition mediated by neurotoxicity, neurodegeneration 
or neurological damage by administering the claimed peptide to a patient in order to 
fulfill 35 U.S.C. 112, first paragraph requirement. Secondly, the Examiner has clearly 
shown in the previous Office Action of Paper No. 23 (mailed 1 1/20/03) and Final Office 
action mailed 4/29/04 that without guidance through working example(s), one of 
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ordinary skill in the art would not predict from background discussion and/or information 
and protocols to employ or administer the pharmaceutical formulation in therapeutically 
effective composition in the manner claimed. Thus, the specification does not enable 
any person skilled in the art to which it pertains, or which it is most nearly connected, to 
use the invention commensurate in scope with the.plaims. In the express absence of 
one or more examples, evidence and sufficient guidance, the skilled artisan would be 
faced with undue experimentation for practicing the invention. Thirdly, it is not 
understood from Applicant's response how the instant invention, which Applicant 
considers as novel and inventive, be exemplified without working example(s) or data or 
evidence. The law requires that a disclosure in an application shall inform those skilled 
in the art how to use Applicant's alleged discovery, not how to find out how to use it for 
themselves. See In re Gardner et al, 166 USPQ 138 (CCPA 1970). Therefore, undue 
experimentation is necessary to determine if and under what conditions, the claimed 
invention as broadly claimed is enabled. Hence, it is viewed that the specification does 
not enable the invention as claimed in claims 38-54, as it does not teach how to use the 
invention to achieve the function of the claims for the reasons discussed above. Thus, 
applying the Wands factors to the facts of this case, one of skill in the art would find that 
undue amount of experimentation would be required to practice the full scope of the 
extremely broad claims for the reasons given above. Hence, in view of the quantity of 
experimentation necessary, the lack of adequate guidance or working examples or data, 
and the breadth of the claims, the claims are not commensurate in scope with the 
enabling disclosure. Accordingly, filing of evidence commensurate with the scope of the 
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claims or amendment of the claims to what is supported by the enabling disclosure is 

r. 

again suggested. 

ACTION IS FINAL, FIRST ACTION FOLLOWING REQUEST FOR CONTINUED 
EXAMINATION UNDER 37 CFR 1.114 

4. All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1 .1 14. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



5. 



CONCLUSION AND FUTURE CORRESPONDENCE 

Claims 38-54 are rejected and claims 55-58 are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Abdel A. Mohamed whose telephone number is (571) 
272 0955. The examiner can normally be reached on First Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, CAMPELL BRUCE can be reached on (571) 272 0974. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). / A 



872-9306. 




Mohamed/AAM 
July 20, 2005 



